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The landscape of contraception, meaning the market and available options, has long placed the primary burden 

on women, a disparity that reflects both biological realities and historical underinvestment in male-focused 

options. While condoms offer immediate, reversible protection, and vasectomy provides a highly effective 

permanent solution, the field lacks reversible, user-controlled hormonal or non-hormonal methods for men. This 

gap leaves a significant unmet need for couples seeking shared responsibility in family planning.

To guide future research and development, the World Health Organization (WHO) has outlined target product 

profiles (TPPs) for novel male contraceptive methods. These profiles define the minimum and preferred 

characteristics for new products, aiming to accelerate the availability of safe, effective, and acceptable options.

K E Y  TA K E AWAY S

º The Pivot: The WHO has established clear target product profiles (TPPs) for novel male contraceptive 

methods, providing a framework for developers.

º The Data: TPPs specify desired efficacy rates, duration of action, reversibility, and acceptable side effect 

profiles for new male contraceptives.

º The Action: Clinicians should be aware of these evolving standards as they will shape the pipeline for future 

male contraceptive options, potentially altering family planning discussions.

The current options for male contraception are limited, consisting primarily of condoms and vasectomy. Condoms, 

while widely available and offering protection against sexually transmitted infections, rely on consistent and correct 

use, leading to typical-use failure rates that are higher than many female contraceptive methods. Vasectomy, a highly 

effective and safe procedure, is generally considered permanent, making it unsuitable for men who may desire future 

fertility. This stark contrast with the array of female contraceptive choices, from oral pills and injectables to implants 

and intrauterine devices, highlights a significant imbalance in reproductive health options.

This disparity is not merely a matter of choice; it impacts global public health by limiting options for family planning and 

shared reproductive responsibility. The lack of reversible, user-controlled male contraception means that men often have 

fewer direct means to manage their fertility, placing the onus disproportionately on their female partners. Addressing this 

gap requires a concerted effort to develop new methods that meet rigorous standards for efficacy, safety, and acceptability.

Defining the Ideal Male Contraceptive
The WHO's target product profiles serve as a blueprint for developers, outlining the essential characteristics for new 

male contraceptive methods to be clinically useful and widely adopted. These profiles are not prescriptive for a single 
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drug, but rather a set of criteria that any novel method, whether hormonal or non-hormonal, must meet to be considered 

viable. The TPPs distinguish between 'minimum' requirements, which are non-negotiable for market entry, and 'preferred' 

characteristics, which represent optimal features for broad acceptance and impact.

For efficacy, the TPPs specify a high bar, comparable to highly effective female methods. A minimum efficacy of 95% 

at preventing pregnancy is generally expected for a new method, with a preferred efficacy closer to 98-99%. This level 

of effectiveness is crucial for user confidence and for the method to be a reliable family planning tool. The duration of 

action is also a key consideration, with TPPs outlining preferences for methods that can be administered less frequently, 

such as once daily for an oral pill, or even longer for injectables or implants, to improve adherence and user convenience.

Reversibility is a central tenet of the TPPs for novel male contraceptives. Unlike vasectomy, these new methods must 

allow for the rapid return of fertility upon discontinuation. The profiles specify that fertility should return within a 

defined period, typically within 3 to 6 months of stopping the method, with a preference for even faster reversibility. 

This characteristic is critical for men who wish to space births or who may desire children with a different partner in 

the future, offering a flexibility currently absent from highly effective male options. The mechanism of action for these 

methods is expected to be well-understood, with clear pathways for how they suppress sperm production or function 

without causing permanent damage to the reproductive system.

Safety and tolerability are paramount, with TPPs emphasizing minimal side effects. Any new method must have a 

favorable safety profile, avoiding significant cardiovascular, metabolic, or psychological adverse events. Common side 

effects associated with hormonal manipulation, such as changes in libido, mood disturbances, or weight gain, must be 

carefully managed and ideally minimized. The TPPs also consider the route of administration, favoring methods that are 

easy to use and integrate into daily life, whether that is an oral pill, a topical gel, or an injectable. The goal is to create 

a method that is not only effective and reversible but also acceptable to a diverse range of users globally, considering 

cultural and personal preferences.

The Clinical and Developmental Hurdles
Developing a male contraceptive that meets these rigorous TPPs presents substantial scientific and clinical challenges. 

The male reproductive system is complex, and interfering with spermatogenesis or sperm function without causing 

irreversible damage or unacceptable side effects has proven difficult. Hormonal approaches, which typically aim to 

suppress gonadotropins (luteinizing hormone and follicle-stimulating hormone) to reduce intratesticular testosterone 

and thus sperm production, often face hurdles related to maintaining systemic testosterone levels to prevent symptoms 

of androgen deficiency, while still achieving effective contraception. This delicate balance requires precise dosing and 

formulation.

Non-hormonal methods, while avoiding some of the systemic side effects of hormonal interventions, face their own set 

of challenges. These approaches might target specific proteins involved in sperm development, maturation, or motility. 

Identifying targets that are unique to sperm and do not have critical roles in other physiological processes is essential to 

ensure specificity and minimize off-target effects. The development pipeline for these methods is still relatively nascent, 

but advances in reproductive biology and drug discovery are slowly yielding new candidates.

The regulatory pathway for novel contraceptives is also demanding, requiring extensive clinical trials to demonstrate both 

efficacy and long-term safety, particularly regarding reversibility of fertility. These trials must enroll diverse populations 

and monitor participants for extended periods to capture rare adverse events and confirm sustained reversibility. The 
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investment required for such development is substantial, and the TPPs aim to provide clarity for pharmaceutical 

companies and academic researchers on what constitutes a successful product, potentially de-risking some of the 

early-stage investment. For clinicians, understanding these TPPs is vital for anticipating future options and for informing 

patient discussions about the evolving landscape of family planning, meaning the guidelines and trial pipeline. The 

challenges in drug development are often magnified in areas with high unmet need but complex biological targets.

The TPPs also address the need for methods that are accessible and affordable, particularly in low- and middle-income 

countries where the need for diverse family planning options is acute. This includes considerations for manufacturing 

scalability, storage stability, and ease of distribution. A highly effective method that is prohibitively expensive or requires 

complex storage conditions will not achieve its full public health potential. Therefore, the profiles encourage developers 

to think beyond just the clinical efficacy and safety, encompassing the broader public health impact and logistical 

feasibility of new products. Clinicians in general practice often find themselves at the forefront of these discussions, and 

a reliable Oxford Handbook of General Practice can be an invaluable resource for staying current on such developments.

Addressing User Acceptability and Equity
Beyond the scientific and clinical hurdles, the TPPs place significant emphasis on user acceptability. A male 

contraceptive, no matter how effective, will not succeed if men are unwilling to use it or if it does not fit into their 

lifestyles. This involves considering factors such as the method's impact on sexual pleasure, its convenience, and its 

perceived safety. Surveys and qualitative research consistently show that men are interested in sharing contraceptive 

responsibility, but they demand methods that are easy to use, highly effective, and free from significant side effects.

The TPPs also implicitly address issues of gender equity in reproductive health. By providing clear guidance for the 

development of male methods, the WHO is signaling a global commitment to balancing the contraceptive burden. 

This shift could empower men to take a more active role in family planning decisions, fostering greater equity within 

relationships and reducing the disproportionate burden on women. The availability of more male options could also lead 

to a reduction in unintended pregnancies globally, with associated benefits for maternal and child health outcomes. This 

broader impact extends beyond individual choice, touching on public health and societal well-being.

Still, the path from TPP to widely available product is long and fraught with potential setbacks. Many candidates have 

shown initial positive results in preclinical or early-phase clinical studies, making them promising, but have failed in 

later clinical development due to efficacy or safety concerns. The TPPs provide a target, but the scientific community 

must still deliver the innovation. The ultimate success of these efforts will depend on sustained funding, collaborative 

research, and a willingness to learn from past failures. The goal is not just to add another option, but to create a method 

that genuinely transforms family planning for millions of couples worldwide.

CLINICAL IMPLICATIONS

The WHO's clear articulation of target product profiles for male contraception is a welcome, if overdue, 

development. For too long, the field has been hampered by a lack of consensus on what constitutes a viable 

male method, leaving researchers and pharmaceutical companies to navigate an ill-defined path. These TPPs 

provide a much-needed framework, setting realistic yet ambitious goals for efficacy, reversibility, and safety.

Clinicians should recognize that while these profiles are a significant step, they do not guarantee immediate 

breakthroughs. The biological complexities of male reproduction remain formidable, and the pipeline for novel 
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male contraceptives is still relatively thin. We are likely years, if not decades, away from seeing a widely 

available, reversible male contraceptive beyond condoms and vasectomy. But the TPPs offer a clear signal to 

industry and academia: this is what the world needs, and this is what it will take.

The emphasis on user acceptability and rapid reversibility is particularly important. Any new method must not 

only work but also be something men are willing to use consistently. The historical reluctance to invest in male 

contraception has created a significant void, and filling it will require more than just scientific innovation; it will 

demand a deep understanding of user preferences and a commitment to equitable access. The TPPs are a 

starting gun, not a finish line, for a race that has only just begun.
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